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1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

2. Applicant is respectfully requested to provide a location within the disclosure to 
support any further amendments to the claims due to when filing an amendment an 
applicant should show support in the original disclosure for new or amended claims. 

See MPEP § 714.02 and § 2163.06 (“Applicant should specifically point out the support 
for any amendments made to the disclosure.”). 

Response to Amendment/Arguments 

3. Applicant's arguments with respect to claims 66, 68, 69, 71, 73-86 and 111-113 
have been considered but are moot in view of the new ground(s) of rejection. 

Priority 

4. Applicant’s claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S.C. 1 20, 1 21 , or 365(c) is acknowledged. 

5. Claims 66, 68, 69, 71, 73-86 and 111-113 do not have support in the parent 
application, 09/241 ,936 now U.S. Patent No. 6,161 ,034 with respect to the recitation of 
“the plurality of marker bodies being solid preshaped marker bodies which have widths 
of about 1 to 3 mm” (emphasis on widths of about 1 to 3 mm and lengths of 5-10 mm) 
and are not entitled benefit of the parent application, 09/241,936 now U.S. Patent No. 
6,161,034 as set forth in the Abstract, Figure 3b, column 7, lines 47-52; column 8, lines 
24-27; and column 13, line 55 - column 14 line 8 thereof. 
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Accordingly, claims 66, 68, 69, 71 and 76-84 are not entitled to the benefit of the 
initial parent prior application, however, do get priority based on child application, 
09/343,975 now U.S. Patent No. 6,347,241, derived from the above mentioned parent 
application. 



Claim Objections 

6. Claim 1 1 1 is objected to under 37 CFR 1 .75 as being a substantial duplicate of 
claim 66. When two claims in an application are duplicates or else are so close in 
content that they both cover the same thing, despite a slight difference in wording, it is 
proper after allowing one claim to object to the other as being a substantial duplicate of 
the allowed claim. See MPEP § 706.03(k). 

7. Claim 74 is objected to because of the following informalities: the limitation "at 
least one marker body" should read -at least one radiographically detectable marker 
body-. 

8. Claim 1 1 2 recites the limitation “5-1 0 mm” in line that should read -5 to 1 0 mm-. 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

9. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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10. Claims 66, 68, 69, 71, 73-86 and 111-113 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. In the instant 
application, the examiner can find no disclosure to the plurality of bioabsorbable solid 
preshaped marker bodies having widths of about 1 to 3 mm. The examiner can only find 
disclosure to each of the plurality of bioabsorbable separate solid marker bodies having 
a diameter o1 approximately 1 to 3 mm. Therefore, the recitation to a “width” of about 
1 to 3 mm is deemed new matter. 



Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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13. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

14. Claims 66, 68, 69, 71 and 111-113 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Foerster et al. (U.S. Patent No. 6,228,055) in view of Voegele et al. 
(U.S. Patent No. 6,261,302), Fulton, III etal. (U.S. Patent No. 6,270,464), Li (U.S. 
Patent No. 6,350,274) and Ronan (U.S. Patent No. 5,820,918). 

Foerster et al. disclose, in Figures 12-15, a delivery cannula defined at least in 
part by an inner wall surface (inner surface of tube 54b) for implanting biopsy site 
markers that ejects biopsy markers from the cannula into the desired tissue without the 
need to push the distal end of the cannula out from the lateral biopsy window. Such a 
feature utilizes compressive forces rather than tensile forces for delivery (column 1 0, 
lines 5-12). Moreover, as noted in column 10, lines 5-11 and column 13, lines 16-29, the 
device can eject multiple markers individually in series. 

In addition. Forester et al. disclose a plurality of marker bodies (12b; two 
elements) preloaded in the tube (54a) (column 10, lines 5-11) to provide an 
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arrangement enabling implanting an array of markers with a single cannula without 
reloading, thus enabling implantation at multiple biopsy sites (column 1 1 , lines 8-1 5). In 
addition. Forester et al. teach at least five markers can be inserted simultaneously, 
thereby permitting the deployment of more markers without having to pause and 
disengage to re-load (12e; five elements; column 12, line 1-5; see Figure 15). 
Furthermore, Forester et al. teach marker elements/bodies may be small beads/pellets 
(12i) (column 13, lines 16-29; see Figure 12i). 

Foerster et al. disclose all of the limitations of the claimed invention, as 
previously set forth, except for a ramp within the cannula inclined to the elongated 
discharge port and the plunger urging the plurality of marker bodies into engagement 
with the ramp and slidably move the plurality of marker bodies up the ramp and out of 
the discharge port in the delivery cannula into the biopsy cavity; and the plurality of 
marker bodies being formed of a bioabsorbable material having widths of 1 to 3 mm and 
lengths of 5 to 10 mm; the bioabsorbable material having a solubility coefficient of less 
than 1 X 10'^ grams per 100 cc of water; at least one body being ultrasonically 
detectable and at least one other of the marker bodies being radiographically 
detectable; the marker body being solid at a temperature of 40° C; at least one marker 
body having a colorant incorporated therein; and the plurality of marker bodies 
comprising 8 to 30 marker bodies. 

Flowever, a ramp within the cannula of a biopsy marker delivery tool configured 
to urge a marker body out of the discharge port into the biopsy cavity, as described by 
Voegele et al., is known in the art. Voegele et al., for example, teach an applier (30) for 
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delivering and deploying a biopsy marker to a biopsy site. In addition, Voegele et al. 
teach the applier (30) comprising an egress tube (63) having an egress opening (64) 
further having an egress ramp (65) (column 8, line 65 - column 9, line 2; see Figures 1 , 
2, 5, 7, 8, 1 3, 1 7, 1 8, 1 9). Voegele et al. further teach the advantage of such a 
configuration provides for proper delivery and placement at the biopsy site (column 9, 
line 63 - column 10, line 4; see Figures 20-28). Furthermore it is noted that such a 
configuration provides that ability to eject the marker cannula for implantation in the 
tissue in a direction substantially perpendicular to the longitudinal movement of the 
ejector, thereby increasing the accuracy and placement of the marker into the biopsy 
site. 

Similarly, Fulton, III et al. teach a biopsy site marker (34) from a dehydrated 
collagen (dehydrated being solid) so that the marker swells and softens in its post- 
delivery state following delivery from delivery device (32) (see (1 ) column 5, lines 3-21 , 
(2) column 6, lines 47-50, and (3) Figure 5). In addition to its visual detectability via a 
coloring agent (column 3, lines 53-54), the marker is also ultrasonically and 
radiographically detectable (column 3, lines 55-58; material being iodine; provisional 
application No. 60/090243; page 8, lines 16-17). Furthermore, Fulton, III et al. note in 
column 6, lines 57-63 that a gelatin (line 63) may be substituted for the collagen 
material. 

In addition, a bioabsorbable separate solid marker body having a width of 1 to 3 
mm and a length of about 5 to 10 mm is known in the art. Li, for example, teaches a 
resorbable implant member (13) in which the member is made by pouring a collagen. 
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etc. matrix into molds in which the diameter (i.e. width) of the mold is preferably in the 
range of about 3 mm to about 1 5 mm and the length (i.e. height) of the mold is 
preferably in the range of about 5 mm to about 25 mm (complete range of about 5mm 
to 10mm). Li further teaches that such a configuration provides a means to obtain the 
optimum material for further processing (column 8, lines 27-39). 

Furthermore, a bioabsorbable material having a solubility coefficient of less than 
1 X 10'^ grams per 100 cc of water is known in the art. Ronan, for example, teaches the 
use of additives silver chloride (AgCI) and barium sulfate (BaS04) having relatively low 
water solubility to prevent them form being rapidly washed away by bodily fluids 
(column 1, lines 39-49). In addition, the examiner asserts that silver chloride (AgCI) and 
barium sulfate (BaS04) have a solubility coefficient of less than 1 x 10'® grams per 100 
cc of water as is evidenced by applicant’s disclosure (U.S. Patent No. 6,161,034, 
column 11, line 56 - column 12, line 19). Furthermore, if a composition is physically the 
same (silver chloride - AgCI; and barium sulfate - BaS04), it must have the same 
properties. A chemical composition and its properties are inseparable. Consequently 
since the prior art teaches the same chemical composition (silver chloride - AgCI; and 
barium sulfate - BaS04), the properties of instant claims are necessarily present. See In 
re Spada, 15 USPQ 2d 1655, 1658. Therefore, silver chloride (AgCI) and barium sulfate 
(BaS04) are deemed to have a solubility coefficient of less than 1x10'^ grams per 100 
cc of water. 

Fulton, III et al. teach, as noted above, a single marker being ultrasonically and 
radiographically detectable (column 3, lines 55-58; material being iodine; provisional 
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application No. 60/090243; page 8, lines 16-17). Fulton, III et al. also disclose that the 
change in the bioabsorbable element can occur via one of several ways (column 3, lines 
45-50). Fulton, III et al. further disclose that the invention may employ one or more of 
these techniques or measures. For instance, Fulton, III etal. disclose “the palpable 
marker may be inserted into the suspicious area of the breast under mammographic or 
ultrasonic guidance” {co\umn 2, lines 47-50; column 3, lines 15-18). Fulton, III. et al. 
clearly teach a single element that has mammographic or ultrasonic guidance 
functionality, thereby inherently having the ability to function with both radiographical 
and ultrasonic equipment. In addition, Fulton, III et al. explicitly teach a single 
bioabsorbable element (34) that maybe visually enhanced, radiographically enhanced 
and ultrasonically enhanced (column 3, lines 45-59). There is no disclosure that the 
single bioabsorbable element can only be enhanced by a single enhancement. In that 
regard, Fulton, III et al. teach “the remotely visualizing step is carried out by at least 
a chosen one of ultrasound, MRI and mammography” (page 9, claim 31 ). Since 
Fulton, III et al. explicitly teach that one or more techniques may be employed for 
measurement, and visual detectability, radiographic detectability, and ultrasonic 
detectability being separate measurements of the element, the bioabsorbable element 
may inherently employ both radiographic detectability and ultrasonic detectability. 
Therefore, Fulton, III et al. fully meets “wherein at least one marker body is being 
ultrasonically detectable and at least one other of the marker bodies being 
radiographically detectable” given its broadest reasonable interpretation. 
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Fulton, III et al. also teach the advantage of such a configuration provides a 
means to permits the biopsy site to be relocated by palpitation to eliminate the need to 
use metallic clips during biopsies and often eliminates the need for return to the 
radiologist for pre-operative localization. 

In view of Voegele et al., it would have been obvious to one of ordinary skill in the 
art at the time of the invention was made to provide a ramp within the cannula inclined 
to a distal portion of the elongated discharge port and urge a marker body out of the 
discharge port into the biopsy cavity to allow for proper delivery and placement at the 
biopsy site and to provide a ramp within the cannula inclined to a distal portion of the 
elongated discharge port and urge a marker body out of the discharge port into the 
biopsy cavity and to provide a mechanism to eject the marker cannula for implantation 
in the tissue in a direction substantially perpendicular to the longitudinal movement of 
the ejector, thereby increasing the accuracy and placement of the marker into the 
biopsy site. Similarly, it would have been obvious to one of ordinary skill in the art at the 
time of the invention was made to modify the plurality of marker bodies of Foerster et al. 
with the bioabsorbable bodies of Fulton, III et al. in order to provide a means to permits 
the biopsy site to be relocated by palpitation to eliminate the need to use metallic clips 
during biopsies and often eliminates the need for return to the radiologist for pre- 
operative localization. 

In addition, it would have been obvious to one of ordinary skill in the art at the 
time of the invention was made to modify the silent size of Foerster et al. in view of at 
least Fulton, III et al. with the bioabsorbable separate solid marker body having a width 
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of 1 to 3 mm and a length of about 5 to 10 mm of Li in order to provide a means to 
obtain the optimum material for further processing. Similarly, the examiner asserts use 
of known technique to improve similar devices in the same way is obvious to one of 
ordinary skill in the art. That is, the manner of enhancing a particular device (providing a 
bioabsorbable separate solid marker body having a width of 1 to 3 mm and a length of 
about 5 to 1 0 mm) was made part of the ordinary capabilities of one skilled in the art 
based upon the teaching of such improvement in Li. Accordingly, one of ordinary skill in 
the art would have been capable of applying this known “improvement” technique in the 
same manner to the prior art system for delivering a plurality of maker bodies to a 
biopsy cavity of predetermined size of Foerster et al. in view of at least Fulton, III et al. 
and the results would have been predictable to one of ordinary skill in the art, namely, 
one skilled in the art would have readily recognized that providing a bioabsorbable 
separate solid marker body having a width of 1 to 3 mm and a length of about 5 to 10 
mm in Foerster et al. in view of at least Fulton, III et al. would positively provide a means 
to obtain the optimum material for further processing. 

Furthermore, the examiner asserts that choosing from a finite number of 
identified, predictable solutions, with a reasonable expectation of success (i.e. “Obvious 
to try”) is obvious to one of ordinary skill in the art. That is Li explicitly teaches providing 
a bioabsorbable separate solid marker body having a width of 1 to 3 mm and a length of 
about 5 to 10 mm. Therefore with the teaching of Li utilizing a bioabsorbable separate 
solid marker body having a width of 1 to 3 mm and a length of about 5 to 10 mm, Li 
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teach that one of ordinary skill in the art could have pursued the known potential 
solutions with a reasonable expectation of success (i.e. Obvious to try). 

It would have also been obvious to one of ordinary skill in the art at the time of 
the invention was made to make the width 1 to 3 mm and the length 5 to 10 mm, since it 
has been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. 

With respect to the limitations of bioabsorbable material having a solubility 
coefficient of less than 1 x 1 0’® grams per 1 00 cc of water. It would have been obvious 
to one of ordinary skill in the art at the time of the invention was made to modify the 
bioabsorbable material of Foerster et al. in view of at least Fulton, III et al. with the 
bioabsorbable material having a solubility coefficient of less than 1x10’® grams per 100 
cc of water of Ronan in order to prevent them form being rapidly washed away by bodily 
fluids. 

Furthermore, to the degree it can be argued that the combination does not teach 
a plurality of markers which has one which is ultrasonically detectable and another is 
radiographically detected, to provide a plurality of markers which has one which is 
ultrasonically detectable and another is radiographically detected would have been a 
mere engineering expediency as Fulton, III et al. clearly teach the use of a single 
marker being ultrasonically and radiographically detectable (column 3, lines 56-59) as 
well as a single bioabsorbable element (34) that maybe visually enhanced, 
radiographically enhanced and ultrasonically enhanced (column 3, lines 13-18) and 
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Foerster et al. teach the use of a plurality of separate markers being used for marking a 
biopsy site in a single application. 

Regarding claim 69, the cited prior art does not expressly disclose the body's 
ability to remain solid at 40° C. However, not only is such a feature implied by the prior 
art to ensure the marker remained intact after implantation (i.e., upon exposure to body 
temperature), the skilled artisan would know to select such a body because the marker 
is intended to be implanted into the patient and therefore must remain solid at 
temperatures several degrees above body temperature. Therefore, it would have been 
obvious to one of ordinary skill in the art to provide a body that is solid at 40° C in the 
previously described apparatus to ensure the marker remained intact after implantation. 

Regarding claim 1 13, it would have been obvious to one of ordinary skill in the art 
at the time of the invention was made to modify Foerster et al. in view of at least Fulton, 
III et al. and Ronan with the ability to provide eight to thirty detectable pellets in lieu of a 
only five in the previously described apparatus in order to enable implanting an array of 
markers with a single cannula without pausing, disengaging and reloading, thus 
enabling implantation of multiple detectable bodies at multiple sites as well as the 
plurality of bodies being greater than five and being “eight to thirty bodies” instead, since 
it has been held that mere duplication of essential working parts of a device involves 
only routine skill in the art. 

1 5. Claims 73-75, 85 and 86 (as best understood) are rejected under 35 

U.S.C. 103(a) as being unpatentable over Foerster et al. (U.S. Patent No. 6,228,055) in 
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view of Voegele et al. (U.S. Patent No. 6,261,302), Fulton, III et al. (U.S. Patent No. 
6,270,464), Li (U.S. Patent No. 6,350,274) and Ronan (U.S. Patent No. 5,820,918) as 
applied to claims 66, 68, 69, 71 and 111-113 above, and further in view of Sirimanne et 
al. (U.S. Patent No. 6,356,752). 

Foerster et al. in view of Voegele et al., Fulton, III et al., Li and Ronan discloses 
all of the claimed limitations, as previously set forth, except for the radiographically 
detectable marker body having a radiopaque member; the radiopaque member being 
disposed with the marker body; the radiopaque member having a loop and least one 
free end; the radiopaque member being formed of a material selected from a group 
consisting of titanium; stainless steel, tantalum, gold, platinum and palladium; and the 
radiopaque member being formed at least in part of titanium. 

However, a radiographically detectable marker having a radiopaque member that 
may be disposed inside of the marker body having a loop and at least one free end and 
being made of a material selected from a group consisting of titanium; stainless steel, 
tantalum, gold, platinum and palladium is known in the art. Sirimanne et al., for 
example, teach a bioabsorbable body (104) containing a radiopaque member (150, 154; 
see Figures 1 A-1 D, 1 F, 2A-2F, 3C,3D) in which the radiopaque member may be made 
of a material made of selected from a group consisting of titanium; stainless steel, 
tantalum, gold, platinum and palladium (column 9, lines 29-43). Sirimanne et al. further 
teach the advantage of such a configuration provides a means to aid a physician to 
determine the spatial orientation of the deployed device. It would have been obvious to 
one of ordinary skill in the art at the time of the invention was made to modify the 
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radiographically bioabsorbable marker body of Foerster et al. in view of Voegele et al., 
Fulton, III et al., Li and Ronan with the radiopaque marker therein of Sirimanne et al. in 
order to provide a means to aid a physician to determine the spatial orientation of the 
deployed device, thereby increasing the operational efficiency of the marker bodies. 

16. Claims 76-84 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Foerster et al. (U.S. Patent No. 6,228,055) in view of Voegele et al. (U.S. Patent No. 
6,261,302), Fulton, III et al. (U.S. Patent No. 6,270,464), Li (U.S. Patent No. 

6,350,274) and Ronan (U.S. Patent No. 5,820,918) as applied to claims 66, 68, 69, 71 
and 111-113 above, and further in view of Yamamoto (U.S. Patent No. 4,847,049), as 
evidenced by Ronan et al. (U.S. Patent No. 5,820,918). 

Foerster et al. in view of Voegele et al., Fulton, III et al., Li and Ronan discloses 
all of the claimed limitations, as previously set forth, except for calling for at least one of 
the bodies being formed of a cross-linked bioabsorbable material and having a 
radiographically detectable metallic ion bound to the cross-linked bioabsorbable 
material. 

However, binding metallic ions to collagens in medical devices used in contact 
with bodily fluids and tissues is well known in the art to protect against bacterial and 
fungal attack. Yamamoto, for example, discloses contacting a renatured, cross-linked 
collagen with silver ion-containing solution with a PH from 4.0-9.0 to cause silver ions to 
be chelated to functional groups in the renatured collagen. The silver-chelated collagen 
is then exposed to UV radiation at a 210-310 nm wavelength for 5-15 minutes (column 
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4, lines 23-24) to strengthen the binding of the silver ions to the renatured collagen 
(column 2, lines 7-19 and 60-68). Yamamoto further teaches the use of renatured 
collagen instead of naturally occurring collagen to provide a collagen material that is 
less antigenic (column 1 , lines 41-46). Ronan et al. teach that in addition to the silver 
ions having effective antiseptic characteristics, that the heavy metal of silver has 
inherent radiopaque characteristics. In view of Yamamoto, as evidenced by Ronan et 
al., it would have been obvious to one of ordinary skill in the art at the time of the 
invention to bind a radiographically detectable metallic ion to the bioabsorbable material 
of Foerster et al. in view of Voegele et al., Fulton, III et al., Li and Ronan to cause silver 
ions to be chelated to functional groups in the collagen, thus further protecting against 
bacterial and fungal attack in addition to the inherent radiopaque characteristics of the 
silver ions. 

Regarding claims 78 and 80, Fulton, III et al. note, in column 6, lines 57-63, that 
a gelatin (line 63) may be substituted for the collagen material. Fulton, III. et al. further 
teach the bioabsorbable material being dehydrated (Abstract; column 2, lines 28-29). 

Regarding claims 81-84 although the cited prior art does not disclose the specific 
Bloom rating of the body, the body of the cited prior art is nonetheless within the 
claimed Bloom rating range to achieve implantation (i.e., the body must possess the 
requisite degree of softness, but also a certain amount of firmness to facilitate 
implantation). 
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17. Claims 66, 68, 69, 73-75, 85, 86 and 111-113 are rejected under 35 U.S.C. 

103(a) as being unpatentable over Foerster et al. (U.S. Patent No. 6,228,055) in view 
of Voegele et al. (U.S. Patent No. 6,261,302), Sirimanne et al. (U.S. Patent No. 
6,356,752), Li (U.S. Patent No. 6,350,274) and Ronan (U.S. Patent No. 5,820,918). 

Foerster et al. disclose, in Figures 12-15, a delivery cannula defined at least in 
part by an inner wall surface (inner surface of tube 54b) for implanting biopsy site 
markers that ejects biopsy markers from the cannula into the desired tissue without the 
need to push the distal end of the cannula out from the lateral biopsy window. Such a 
feature utilizes compressive forces rather than tensile forces for delivery (column 1 0, 
lines 5-12). Moreover, as noted in column 10, lines 5-11 and column 13, lines 16-29, the 
device can eject multiple markers individually in series. 

In addition. Forester et al. disclose a plurality of marker bodies (12b; two 
elements) preloaded in the tube (54a) (column 10, lines 5-11) to provide an 
arrangement enabling implanting an array of markers with a single cannula without 
reloading, thus enabling implantation at multiple biopsy sites (column 1 1 , lines 8-1 5). In 
addition. Forester et al. teach at least five markers can be inserted simultaneously, 
thereby permitting the deployment of more markers without having to pause and 
disengage to re-load (12e; five elements; column 12, line 1-5; see Figure 15). 
Furthermore, Forester et al. teach marker elements/bodies may be small beads/pellets 
(12i) (column 13, lines 16-29; see Figure 12i). 

Foerster et al. disclose all of the limitations of the claimed invention, as 
previously set forth, except for a ramp within the cannula inclined to the elongated 
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discharge port and the plunger urging the plurality of marker bodies into engagement 
with the ramp and slidably move the plurality of marker bodies up the ramp and out of 
the discharge port in the delivery cannula into the biopsy cavity; and the plurality of 
marker bodies being formed of a bioabsorbable material having widths of 1 to 3 mm and 
lengths of 5 to 10 mm; the bioabsorbable material having a solubility coefficient of less 
than 1 X 10'^ grams per 100 cc of water; at least one body being ultrasonically 
detectable and at least one other of the marker bodies being radiographically 
detectable; the marker body being solid at a temperature of 40° C; at least one marker 
body having a colorant incorporated therein; and the plurality of marker bodies 
comprising 8 to 30 marker bodies. 

However, a ramp within the cannula of a biopsy marker delivery tool configured 
to urge a marker body out of the discharge port into the biopsy cavity, as described by 
Voegele et al., is known in the art. Voegele et al., for example, teach an applier (30) for 
delivering and deploying a biopsy marker to a biopsy site. In addition, Voegele et al. 
teach the applier (30) comprising an egress tube (63) having an egress opening (64) 
further having an egress ramp (65) (column 8, line 65 - column 9, line 2; see Figures 1 , 
2, 5, 7, 8, 13, 17, 18, 19). Voegele etal. further teach the advantage of such a 
configuration provides for proper delivery and placement at the biopsy site (column 9, 
line 63 - column 10, line 4; see Figures 20-28). Furthermore it is noted that such a 
configuration provides that ability to eject the marker cannula for implantation in the 
tissue in a direction substantially perpendicular to the longitudinal movement of the 
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ejector, thereby increasing the accuracy and placement of the marker into the biopsy 
site. 

Similarly, a marker device being a bioabsorbable marker with radiographically 
detectable marker having a radiopaque member that may be disposed inside of the 
marker body having a loop and at least one free end and being made of a material 
selected from a group consisting of titanium; stainless steel, tantalum, gold, platinum 
and palladium is known in the art. Sirimanne et al., for example, teach a 
expandable/swellable bioabsorbable body contained within the elongate tubular 
member (marking device 402 made of expanding gelatinous bioabsorbable materials; 
column 8, lines 1-9), the bioabsorbable body comprising gelatin (column 8, lines 1-42); 
and a radiographically detectable interior (144) being filled with a solid or gelatinous 
material that can be optionally made radiopaque (column 7, lines 48-53; column 8, lines 
31-42) or a marker contained carried within the bioresorbable body(s) (marker 1 10 in 
the form of 150-156; column 8, lines 1-61). 

Sirimanne et al. further teach at least one marker body being slidably disposed 
within the inner lumen see Figures 4A-4L); at least one bioresorbable body is remotely 
visualizable by at least one of ultrasound and mammography (Abstract); the 
radiographically detectable marker is radiopaque (column 3, lines 55-58). Sirimanne et 
al. also teach the biopsy site being relocated by detecting the radiographically 
detectable marker with mammography or ultrasound (column 9, lines 40-44; column 10, 
lines 8-14) and the marker elements being echogenic and/or radiopaque (column 7, 
lines 55-67; column 8, lines 31-41; column 10, lines 1-13). Therefore, Sirimanne et al. 
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fully meets “wherein at least one marker body is being ultrasonically detectable and at 
least one other of the marker bodies being radiographically detectable” given its 
broadest reasonable interpretation. 

In addition, Sirimanne et al., teach a bioabsorbable body (104) containing a 
radiopaque member (150, 154; see Figures 1A-1D, IF, 2A-2F, 3C,3D) in which the 
radiopaque member may be made of a material made of selected from a group 
consisting of titanium; stainless steel, tantalum, gold, platinum and palladium (column 9, 
lines 29-43). 

Sirimanne et al. further teach the advantage of such a configuration provides a 
means to aid a physician to determine the spatial orientation of the deployed device 
(column 2, lines 14-51 ; column 6, lines 47-50). 

Also, a bioabsorbable separate solid marker body having a width of 1 to 3 mm 
and a length of about 5 to 10 mm is known in the art. Li, for example, teaches a 
resorbable implant member (13) in which the member is made by pouring a collagen, 
etc. matrix into molds in which the diameter (i.e. width) of the mold is preferably in the 
range of about 3 mm to about 15 mm and the length (i.e. height) of the mold is 
preferably in the range of about 5 mm to about 25 mm (complete range of about 5mm 
to 10mm). Li further teaches that such a configuration provides a means to obtain the 
optimum material for further processing (column 8, lines 27-39). 

Furthermore, a bioabsorbable material having a solubility coefficient of less than 
1 X 10'^ grams per 100 cc of water is known in the art. Ronan, for example, teaches the 
use of additives silver chloride (AgCI) and barium sulfate (BaS 04 ) having relatively low 
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water solubility to prevent them form being rapidly washed away by bodily fluids 
(column 1, lines 39-49). In addition, the examiner asserts that silver chloride (AgCI) and 
barium sulfate (BaS 04 ) have a solubility coefficient of less than 1 x 10'^ grams per 100 
cc of water as is evidenced by applicant’s disclosure (U.S. Patent No. 6,161,034, 
column 1 1 , line 56 - column 12, line 19). Furthermore, if a composition is physically the 
same (silver chloride - AgCI; and barium sulfate - BaS 04 ), it must have the same 
properties. A chemical composition and its properties are inseparable. Consequently 
since the prior art teaches the same chemical composition (silver chloride - AgCI; and 
barium sulfate - BaS 04 ), the properties of instant claims are necessarily present. See In 
re Spada, 15 USPQ 2d 1655, 1658. Therefore, silver chloride (AgCI) and barium sulfate 
(BaS 04 ) are deemed to have a solubility coefficient of less than 1x10'^ grams per 100 
cc of water. 

In view of Voegele et al., it would have been obvious to one of ordinary skill in the 
art at the time of the invention was made to provide a ramp within the cannula inclined 
to a distal portion of the elongated discharge port and urge a marker body out of the 
discharge port into the biopsy cavity to allow for proper delivery and placement at the 
biopsy site and to provide a ramp within the cannula inclined to a distal portion of the 
elongated discharge port and urge a marker body out of the discharge port into the 
biopsy cavity and to provide a mechanism to eject the marker cannula for implantation 
in the tissue in a direction substantially perpendicular to the longitudinal movement of 
the ejector, thereby increasing the accuracy and placement of the marker into the 
biopsy site. Similarly, it would have been obvious to one of ordinary skill in the art at the 
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time of the invention was made to modify the radiographically bioabsorbable marker 
body of Foerster et al. with the bioabsorbable material marker having radiopaque 
member therein of Sirimanne et al. in order to provide a means to aid a physician to 
determine the spatial orientation of the deployed device, thereby increasing the 
operational efficiency of the marker bodies. 

In addition, it would have been obvious to one of ordinary skill in the art at the 
time of the invention was made to modify the silent size of Foerster et al. in view of at 
Sirimanne et al. with the bioabsorbable separate solid marker body having a width of 1 
to 3 mm and a length of about 5 to 10 mm of Li in order to provide a means to obtain the 
optimum material for further processing. Similarly, the examiner asserts use of known 
technique to improve similar devices in the same way is obvious to one of ordinary skill 
in the art. That is, the manner of enhancing a particular device (providing a 
bioabsorbable separate solid marker body having a width of 1 to 3 mm and a length of 
about 5 to 1 0 mm) was made part of the ordinary capabilities of one skilled in the art 
based upon the teaching of such improvement in Li. Accordingly, one of ordinary skill in 
the art would have been capable of applying this known “improvement” technique in the 
same manner to the prior art system for delivering a plurality of maker bodies to a 
biopsy cavity of predetermined size of Foerster et al. in view of at least Sirimanne et al. 
and the results would have been predictable to one of ordinary skill in the art, namely, 
one skilled in the art would have readily recognized that providing a bioabsorbable 
separate solid marker body having a width of 1 to 3 mm and a length of about 5 to 10 
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mm in Foerster et al. in view of at least Sirimanne et al. would positively provide a 
means to obtain the optimum material for further processing. 

Furthermore, the examiner asserts that choosing from a finite number of 
identified, predictable solutions, with a reasonable expectation of success (i.e. “Obvious 
to try”) is obvious to one of ordinary skill in the art. That is Li explicitly teaches providing 
a bioabsorbable separate solid marker body having a width of 1 to 3 mm and a length of 
about 5 to 10 mm. Therefore with the teaching of Li utilizing a bioabsorbable separate 
solid marker body having a width of 1 to 3 mm and a length of about 5 to 10 mm, Li 
teach that one of ordinary skill in the art could have pursued the known potential 
solutions with a reasonable expectation of success (i.e. Obvious to try). 

It would have also been obvious to one of ordinary skill in the art at the time of 
the invention was made to make the width 1 to 3 mm and the length 5 to 10 mm, since it 
has been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. 

With respect to the limitations of bioabsorbable material having a solubility 
coefficient of less than 1 x 10'^ grams per 100 cc of water. It would have been obvious 
to one of ordinary skill in the art at the time of the invention was made to modify the 
bioabsorbable material of Foerster et al. in view of at least Sirimanne et al. with the 
bioabsorbable material having a solubility coefficient of less than 1x10'^ grams per 100 
cc of water of Ronan in order to prevent them form being rapidly washed away by bodily 



fluids. 




Application/Control Number: 10/684,124 
Art Unit: 3742 



Page 24 



Regarding claim 69, the cited prior art does not expressly disclose the body's 
ability to remain solid at 40° C. However, not only is such a feature implied by the prior 
art to ensure the marker remained intact after implantation (i.e., upon exposure to body 
temperature), the skilled artisan would know to select such a body because the marker 
is intended to be implanted into the patient and therefore must remain solid at 
temperatures several degrees above body temperature. Therefore, it would have been 
obvious to one of ordinary skill in the art to provide a body that is solid at 40° C in the 
previously described apparatus to ensure the marker remained intact after implantation. 

Regarding claim 1 13, it would have been obvious to one of ordinary skill in the art 
at the time of the invention was made to modify Foerster et al. in view of at least 
Sirimanne et al. and Ronan with the ability to provide eight to thirty detectable pellets in 
lieu of a only five in the previously described apparatus in order to enable implanting an 
array of markers with a single cannula without pausing, disengaging and reloading, thus 
enabling implantation of multiple detectable bodies at multiple sites as well as the 
plurality of bodies being greater than five and being “eight to thirty bodies” instead, since 
it has been held that mere duplication of essential working parts of a device involves 
only routine skill in the art. 

18. Claims 76-84 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Foerster et al. (U.S. Patent No. 6,228,055) in view of Voegele et al. (U.S. Patent No. 
6,261,302), Sirimanne et al. (U.S. Patent No. 6,356,752), Li (U.S. Patent No. 

6,350,274) and Ronan (U.S. Patent No. 5,820,918) as applied to claims 66, 68, 69, 73- 
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75, 85, 86 and 111-113 above, and further in view of Yamamoto (U.S. Patent No. 
4,847,049), as evidenced by Ronan et al. (U.S. Patent No. 5,820,918). 

Sirimanne et al. teach the bodies depicted in Figures 1 A-1 E may be from a wide 
variety... such as collagen, cross-linked collagen... (column 8, lines 1-9). 

Foerster et al. in view of Voegele et al., Sirimanne et al., Li and Ronan discloses 
all of the claimed limitations, as previously set forth, except for calling for at least one of 
the bodies being formed of the cross-linked bioabsorbable material having a 
radiographically detectable metallic ion bound to the cross-linked bioabsorbable 
material. 

However, binding metallic ions to collagens in medical devices used in contact 
with bodily fluids and tissues is well known in the art to protect against bacterial and 
fungal attack. Yamamoto, for example, discloses contacting a renatured, cross-linked 
collagen with silver ion-containing solution with a PH from 4.0-9.0 to cause silver ions to 
be chelated to functional groups in the renatured collagen. The silver-chelated collagen 
is then exposed to UV radiation at a 210-310 nm wavelength for 5-15 minutes (column 
4, lines 23-24) to strengthen the binding of the silver ions to the renatured collagen 
(column 2, lines 7-19 and 60-68). Yamamoto further teaches the use of renatured 
collagen instead of naturally occurring collagen to provide a collagen material that is 
less antigenic (column 1 , lines 41-46). Ronan et al. teach that in addition to the silver 
ions having effective antiseptic characteristics, that the heavy metal of silver has 
inherent radiopaque characteristics. In view of Yamamoto, as evidenced by Ronan et 
al., it would have been obvious to one of ordinary skill in the art at the time of the 
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invention to bind a radiographically detectable metallic ion to the bioabsorbable material 
of Foerster et al. in view of Voegele et al., Sirimanne et al., Li and Ronan to cause silver 
ions to be chelated to functional groups in the collagen, thus further protecting against 
bacterial and fungal attack in addition to the inherent radiopaque characteristics of the 
silver ions. 

Regarding claims 78 and 80, Sirimanne et al. note, in column 6, lines 57-63, that 
a gelatin (line 63) may be substituted for the collagen material. Fulton, III. et al. further 
teach the bioabsorbable material being dehydrated (Abstract; column 2, lines 28-29). 

Regarding claims 81-84 although the cited prior art does not disclose the specific 
Bloom rating of the body, the body of the cited prior art is nonetheless within the 
claimed Bloom rating range to achieve implantation (i.e., the body must possess the 
requisite degree of softness, but also a certain amount of firmness to facilitate 
implantation). 
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Conclusion 

1 9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly. THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STEPHEN J. RALIS whose telephone number is 
(571)272-6227. The examiner can normally be reached on Monday - Friday, 8:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Tu Hoang can be reached on 571-272-4780. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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